Minutes of Mccting

Alabama Medicaid Agency
Pharmacy and Therapeutics Committee

March 24, 2004
12:45 p.m.

Attendees: Richard Freeman, Chair: Rob Colburn, Gary Magouirk, Ben Main, Jefterson
Underwood. John Scarev, Louise Jones. Robert Berrinaer

Absent: Jackic Feldman. ALZ. Holloway. David Herrick, Melanic Smith

(1)

Opening Remarks
Richard Freeman called mecting to order and asked that all ecl phones and pagers
be placed in the off positon.

Minutes trom December 10, 2003 mecting were approved. moton was extended
by Richard Freeman and seconded by Jetlerson Underwood.

Pharmaey Program update was provided by Towse Jones:

Mo Jones announced that the Pharmaey Climcal Support contract had been
awarded to Herttage Information Svstems. Ine. Teritage will be responsible tor
presenting pharmacotherapy reviews to the Medicnid Pharmacy and Therapeuties
Committee.

The presentation time for pharmaceutical manutacturers during the Pharmacy and
Therapeutics Commuittee mectings his been changed [rom tive minutes to three
minutes. Presenters will hear a betl with one mimute remamnimg and will be
disailowed from speaking alter the three-minute atlounent.

pMedicard implemented a therapeutic duphication edit on February 19,2004 The
hard edit will block claims at the point of sale of medications are considered to be
therapeuatically equivalent. Some concern has been raised about drugs with the
same name but with dilferent streneth being blocked tfrom adjudication. As a
result. the Avencey s working with EDS to allow ¢laims w be paid 1 the
therapeutic duplication has same name ditferent sutfix. This application should
he elfective withim one week.

NMuedicard will beain to update cPocrates monthly rather than quarteriy.
Maximum quantity fimits for the erectile dyvstunction medications have been

changed. Medicatd will only pay tor one tablet per month rather than previous
aimount ot four per month.



Medications requiring prior authorization through the PDIL have been updated on
the Ageney’s website including those drugs tor the treatment of ADD. The
website continues 1o be updated with new eriteria and providers should continue
Lo reler (o the web for education about these changes. Tealth Information
Desiens. Ine. (HD) will continue to respond (o eriteria changes and lists ot drues
implemented via the prior authorization process. Ellective April 1. 2004
Medicald will implement antihy pertensives mto the Preferred Drug List.

Velume discounts and supplemental drug rebate proposals from manufacturers
will be aceepled and evaluated at any time of the vear regardless of when the class
i revicwed.

The Agency is currently evaluating a seript fimiit such as a four-brand limit and
will be making a decision on this in the near future.

I'he Ageney requests that all attendees to the Pharmacy and Therapeuties Meeting
sign in before entering the auditorium tor recording purposes even it that
individual s not presenting during the meeting.

[For clarification purposes. the Agency has added "new™ next o those items that
are newly furnished on the website and “updated™ next to those items that have
been refreshed. The webmaster is updating the website to retlect date ot updates
ut the near tuture.

BBen Maimn requested an update on the cost savings iniiatives per e mecting on
December 1002005, Loulse Jones responded that T and the Agency had met
the morning before the mecting and the summary report had not been fully
evaluated. however there hiad not heen a spike in the medical claims attihated
with the drop in preseription claims as a result ot the duta analysis by HID. THD
and the Ageney will work toward finalizing the report and presenting the other
medical costs realized at the next meeting,

{4]

Oral Presentations by Manutacturers/Manutiacturer’™s Representatives for drug
class reviews began at 1115 pam. Three-minute verbal presentations were made on
the tolfowing drugs by, or on behali ol the tollowing Pharmacceutical
Manufueturers:

Section Lo Selected Serotomim 3-HT 1 Receptor Agonists/Triptan Agents

Pharmaceutical Company Product
GlaxosmithKline Imitrex
Pliver Relpax
NMerek Masalt and Muaxalt M

section [ Sefected Bstrocen Replacement Agents



Pharmaceuticat Company Product
Dr. Tripp All Transdermal Fstrogen
Wyeth Prempro. Premarin. Premphase

scction T Selected Anti-inflammatory, Intranasal Corticosteroid Agents

Pharmaceutical Company Product

GlaxosSmithKline Flonase

Section 1V, Selected Respiratory Agents

Pharmaceutical Company Product

ey Taby AccuNceb and DuolNeb

AstraZenceea Pulmicort. Pulmicort
Respules. Rhinocort Agua

Merck Singulair

sepracor Xopenex

GlaxoSmithKline Advair

sSection V.o Selected Antarrhythmic Agents

No Oral Presentations by Manufacturers’Manutacturer’s representatives tor
section ¥V Review.

PHARMACOTHERAPY REVIEWS: Presented by Robert Berringer of 1Heritage
Information Systems. Ine. began al 1:30 pan. Robert Berringer thanked the
Ageney for the opportunity o be a part ot the Pharmacy and Therapeutics
Commuittee and the Manutacturers for their comments, (Refer to the web for full
feNtrevicws,)

section L Selected Serotonin 3-HTT Receptor Agonists: Triptan Agents (ATTEFS
Class 289200

Robert Berringer stated there are seven agents within this class, all ot which are
relatively well tolerated and elfective tor mieraine headaches. The major
difterence i the agents bemng pharmacokinetics which mayv affect such
purameters as onset and duration ot pain reliel. All brand products within the class
are comparable to cach other and otier no significant clinical advantage over one
another in general use. No brand (riptan was recommended for preferred status.

Alter discussion amongst the board coneerning the recommended status. Gary
Magouirk moved that at least one brand 1riptan he recommended tor preterred
status includimg difterent dosage forms. John Searey and Louise Jones
commented to clanty the Board™s motion and the motion was scconded. Richard



I'reeman responded the motion o amend the ballot as a separate choice had been
noted and the Board members should add this choice to their respective ballots.

Richard I'reeman then asked the Board to mark their ballots.
Richard Freeman initiated a break at 2 pome. which lasted until 2:17 pm.
Section L Selected Lstrogen Replacement Agents (AHES Class 681604

Robert Berringer stated the drug class reviews tocused on hoth the single entity
agents and the combination products. For the single entity agents. the Well-HART
study was one of the best that looked @t outcomes in postmenopausil women tor
the progression of coronary heart disease and wonten. All brand estrogen single
entity products are comparable to cach other and to the generies and ofter no
signilicant clinical advantage over other alternatives in general use. No brand
single enlity estrogen product was recommended for preferred status.

Richard I'reeman asked the Board w mark their ballots.

Robert Beeringer stated no brand single entity estrogen product 1s recommended
for preferred status. Coneerning the combination products. all are comparable o
cach other and 1o the generies and ofter no significant clinical advantage over
other alternatives in general use. No brand combination estrogen product was
recommended {or preterred status,

Richard Freeman asked the Board to mark their ballos.

Seetion HIL Selected Anti-inflammatory. Intranasal Corticosterond Agents (AHES
Class 3208009

Robert Bermnger described the use of intranasal corticostereads and six agents
currently available as well as the treatment ol allereic rhinitis in veneral. Two
tssues that Robert Berrmger discussed meluded the adverse drug events due o
Nasalide, All brand products within the class reviewed are comparable to cach
other and the generies in this class and offer no significant clinical advantage and
Nasalide possesses an extensive side eftect prolile. Vote |1 No hrand intranasal
corticosterotd was recommended for preferred status. Vote 20 Nasalide should
not be placed m preferred status regardless of cost due 1o adverse drug events.

Eichurd Freeman asked the Board to mark their ballows tor cach vote.

seeton [V, Selected Respiratory Agents (AHES Classes 120808, 680400,
OGO, T21200. 92000t

Robert Berringer fivst spoke about the antimuscarmic antispasmodic agents as

subeluss s alernatin e therapy for patents who doe net tolerate heta-agonisg



therapy. Tt was also discussed in general use. MDI therapy is considered (irst line
versus nebulized treatments, In general use. the ipratroprium MDI dosage
formulation 15 recommended over the nebulized treatment and is only available in
brand lormulation: brand ipratropium offers a significant ¢linical advantage in
general use over the other brand and generies. Brand ipratropium was
recommended tor preferred status,

Richard Freeman asked the Board to mark their ballots.

Robert Berringer discussed the corticosteroid inhalers as a subclass and the five
agents that are currently available. Robert Berringer stated that no inhaled
corticosteroid is recommended over another and all brand products within the
class are comparable. No brand-inhaled corticosteroid was recommended for
preferred status.

Grary Magowirk motioned that at least one brand product be preferred and the
motion wis sceonded.

Richuard T'reeman asked to note the recommendations and asked the Board o mark
thetr ballots,

Robert Berrinver discussed the sinele entity smooth nrusele relaxants as o
subclass and stated that all brand products within the smooth muscle relaxant
class are compuarable to cach other and to ceneries in this cluss and offer no
stumticant ¢linical advantage over other alternatives in general use. No brand
smooth muscle relaxant single entity product was recomniended for preferred
status.

Richord Freeman asked the Board to mark theie ballods.

Rohert Berrinper diseussed the combination smooth muscle relaxanis as a
subeluss and stated that there arve no elinical head to head trails comparing
indicattons. pharameokinetics, drug interactions. adverse drug events. and dosing
or admimstration. All brand produets within the smooth muscie relaxant
combination ¢lass are comparable to each other and to generies in this class and
ofter no signiticant ¢linical advantage over other alternatives in general use. No
brand smooth muscle relaxant combination product was recommended for
preterred staus,

Richard Freeman asked the Board to mark their ballots.,

Robert Berrmger discussed the single entity sympathomimetic agents as d
subclasy und stated that long-acting sympathomimetices olter @ unique clinical
advantage over other ssmpathomimetics, Brand versions of formoterol {Foradily
and salmeteral (Serevent otier sicntficant elimeal advantage in peneral use over
the other brands m the <wme clasy but are comparable to cach other. Medicaid



should work with manufacturers ol the recommended brands ot TForadil and
Serevent on cost proposals so that at least one ol the recommended brands is
sclected as a preferred agent.

Jelterson Underwood guestoned the salety of Serevent used as mono-therapy
based on guidelines presented to him. Robert Berringer commented that while the
Serevent package labeling includes a warning that the Salmeterol Multi-center
Asthma Rescarch Trial iSMART) showed a small but significant increase in
asthma-related deaths in patients receiving salmeterol versus those on placebao. it
is unknown whether this is a class effect or isolated only 10 Serevent. Jetterson
Uinderwood asked that the Ageney take the salety factor into consideration ifonly
approving Serevent as the only brand within this class.

Richard Freeman asked that the Board mark their ballots.,

Robert Berringer discussed the sympathomimetic combination products and stared
that while combination therapy has been shown to improve outcomes in paticnts
with asthima or COPD. there is no data to support a combination product superior
to using separate therapies concurrently. All brand products within the
sympathomimetic combination class reviewed are comparable to cach other and
cenerics in the class and olter no significant clinical advantage over other
alternatives in general use, o brand sympathomimetic combination product was
recommended for preferred status,

Richard Freeman commented on the Advarr delivery package as more benetivial
to the individual components. Robert Berrmger stated no finding ol this issue in
the studies and in the Advair package labeling,

Richard Freeman asked Board (o mark their ballots.,

Robert Berninger discussed the leukotrniene modifiers as a subelass and stated that
all agents are comparable and otfer no significant clinical advantage over cach
other. All brand products within the feukotrniene modifier class are comparable to
cach ather and otter no signiticant clinteal ads antage over other altenatives in
ceneral use. No brand leukotriene moditicr product was recommended for
prelerred status.

Richard Freeman asked the Board 1o mark their batlors,

Robert Berringer discussed the mast cell stabilizers as a subelass und stated that
no hrand mast cell stabilizer s recommended tor preferred status. All brand
products within this class are comparable to euch othier and to generies in this
class and offer no signiticant clinieal advantage over other alternatives i general

Lisd.

[Richard Freeman askead the Board to mark their ballots,



Scction V. Sclected Anu-arthythmic Agents iAHES Classes 240404, 240408,
241208)

Robert Berringer discussed the antt-arrhythimics as a subcelass and stated that all
products are comparable to cach other and 1o generie products within the class
and offer no significant clinical advantage over other alternatives in general use.
No brand unti-arrhythmic was recommended tor pretferred status.

Richard Freeman asked the Board to mark their ballots.

Robert Berringer discussed the cardiotonies as a subcelass and stated that ample
evidence supports the use of digoxin particularly in Class [T and 1T heart tailure.
Considering minor differences with respective pharmacokinetic parameters, all
digoxin products are equally etfective, All brand products are comparable to cach
other and to the generies in this class and offer no significant chinical advantage
over other alternatives 1n general use. No brund cardiotonic was recommended
for preferred status.

Richard F'reeman asked the Board to mark their ballots.

Robert Berringer discussed the nitrates/nitrites as a subelass and stated tha
overwhelming evidence supports nitrates” beneticial elfects tor the management
ot chronie stable anging and acute angina attacks. Since nitrates have the same
pharmacotogical effects. they can be generally interchanged with appropriate
dosimg adjustment depending on desired onset and duration. All brand products
are comparable to cach other and to the generies in the class and ofter no
signiticant ¢linical advantage over other alternatives in general use. No brand
nitrate nitrite produets were recommended for preferred status,

Richuard Freemauan asked the Board 1o mark their ballots.

Loutse Tones asked that ipratroprium replace the brand name Atrovent on page
lour of the balloting for Future products within this class,

1) Results of the Balloting



The P&T Committee voted unammously to accept the amended recommendation that
at least one brand Triptan be recommended for preferred status including different
dosage forms. Medicaid should accept cost proposals so thal at least one brand is
selected as a prelerred agent.
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3. The P&T Committee voted unanimiously to aceept the recommendation that no brand
estrogens single entity is recommended for preterred status. Medicand should aceept
cost proposals from manufacturers to determine cost eftective products and possibly
designate one or more preterred agents,
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C. The P&T Commitiee voted to aecept the recommendation that no brand estrogens
combination products are recommended tor preferred status, Medicaid should aceept
coust proposals from manufacturers 1o determine cost eftective products and possibly
desiunate one or more preferred apents.
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D. The P&T Committee voted unanimously to aceept the recommendation that no brand
anti-intlinumatory intranasal corticosterond 1s recommended For preferred status,
Medicaid should accept cost proposals trom muanulacturers to determine cost eifective
products and possibly designate one or more preferred agents,
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I The P&T Committee voted to aceept the recommendation Nasalide possesses an
extensive adverse effect profile or is chnically inferior to the other brand. generics
and OTC products. Nasalide should not be given preferred status regardless ol cost.
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oo The P&T Committee voted unanimousls to aceept the recommendation that Atrovent

iy recommended tor preferred status. Medicald should accept Atrovent for preferred
status.
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(. The PET Commilee voted unanimously to accept the amended recommendation that
at least one brand respiratory inhaled product. adrenals inhaled corticosteroid be
reconmmended tor preterred status. Medicaid should aceept cost proposals so that
least one brand 1s selected as a preferred agent.
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H. The P&T Committee voled unanmously to accept the recommendation that no brand
respiratory smooth niuscle relaxants single entity 1s recommended tor preferred
status, Medicaid should acecept cost proposals from manuluacturers to determine cost
elfeetive products and possibly designate one or more preferred agents,
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I The P&T Committee volted unanimousiy to aceept the recommendation that no brand
respiratory simooth muscle relaxants combination products are recommended for
preferred status, Medicaid should aceept cost proposals lrom manulacturers to
determine cost eflective pmdua,tn and possibly des wn He ONne or more pre terred
agents.
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J. The P&T Committee voted to accept the recommiendation that Medicard should work
with manutacturers of the recommended brands of sympathomimetic sigle entity
agents. Foradil and Serevent. on cost proposals so that at least one ot the
recommiended brunds s selected as o prelerred agent. Medicaid should aceept cost
proposals from manulacturers to determine cost eftectine products so that as least one
ol the recommended products is placed in preterred staus,
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K. The P&T Commttee voted unanimously to accept the recommendation that no hrand
sympathomimetic combination products are recommended for preferred status.
Moedicaid should accept cost proposals from manuafacturers to determine cost effective
products and possibly designate one or more prelerred agents,
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[. The P&T Commttee voted unanimously to aceept the recommendation that no brand
levhotriene moditiers are recommended for preferred status. Medicaid should aceept
cost proposals from manutaciurers o determine cost effective products and possibly
desiznate one or more preferred agents.
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M The P&ET Committee voled unanimousiy to aceept the recommendation that no brand
mast cell stabilizers are recommended lor preferred status. Medicaid should aceept
cost proposals from manufacturers to deternune cost etlective products and possibiy
designate one or more preterred agents,
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The P&T Committee voted unanimously to aceept the recommendation that no brand
anti-arrhy thie agents are recommended for preferred status. Medicald should aceept
cost proposals [rom manulacturers to determine cost etfective products and possibly

designate one or more prelerred agents.
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The P&T Committee voted unanimously 1o aceept the recommendation that no brand
carditonic agenty are recommended lor prelerred status, Medicaid should aceept cost
proposals from manufacturers to determine cost effective products and possibly

designate one or more prcibl'rcd agents.
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P The PE&T Committee voted unanimousiy to accept the recommendation that no brand
mitrates and nitrites are recommended tor preterred status. Medieaid should aceept
cost proposals from manutacturers 1o determine cost ettective products and possibly
designate one or more preferred agents,
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(113 New Business: John Searey commented on the recent warning by the FDDA
surrounding the use of SSRIs. The Agency has asked that Heritage Information
Systems. Ine. prepare a summiary on the issues and present at the next Pharmics
and Therapeuties Committee meeting.

(123 Louise Jones stated that the next Pharmacy and Therapeutios Committee mecting
will be Mav 26, 2004,

(13 Neeting was adjowrned at 2423 pom.



Respecttully submitied.

Robert Berringer Date





